RANDOX

URGENT FIELD SAFETY NOTICE

PRODUCT AFFECTED: BM1362

QUERY REFERENCE NUMBER: 98/15149

INSTRUMENT /UNIT: IFU

DOCUMENT NAME: 058BM

ISSUED TO:

DATE ISSUED:

RECEIVED:

DATE:

We have become aware that the Instruction for use for the above catalogue number BM1362-055BM is
incorrect. Please update stock with correct IFU and circulate the revised IFU to all affected customers.

This incident has not been reported to the appropriate regulatory bodies.

Please complete this form and fax to the attention of Jenifer Sesumichael, fax number 028 94 452912, to
confirm this action has been carried out.

Jenifer Sesumichael
Technical Support Specialist
Randox Laboratories Ltd,
55 Diamond Road,

Crumlin,

Co. Antrim,

United Kingdom,

BT29 4QY

Tel: +44 (0) 28 9445 1070, Fax: +44 (0) 28 9445 2912
E-Mail: Jenifer.Sesumichael@randox.com, Website: www.randox.com

FORM NO. 6307-TS
REVISION (3)
08 August 2012



RAND®X

IMPORTANT NOTICE

BM1362 Beta 2 Microglobulin Calibrator

058BM

Beta 2 Microglobulin Calibrator values have been revised, please use the values listed below.

Analyte Target
mg/L g/L
Beta 2 Microglobulin 11.36 0.011
Authorised by: Stephen Anderson Ref: 98/15149

Technical Support Team Leader

Date: 28-Feb-14

FORM NO. 8373-GP
REVISION (1)
6™ October 2011
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RANDOX

URGENT FIELD SAFETY NOTICE

PRODUCT AFFECTED: BM1362

QUERY REFERENCE NUMBER: 98/15149

INSTRUMENT /UNIT: IFU

DOCUMENT NAME: 061BM

ISSUED TO:

DATE ISSUED:

RECEIVED:

DATE:

We have become aware that the Instruction for use for the above catalogue number BM1362-055BM is
incorrect. Please update stock with correct IFU and circulate the revised IFU to all affected customers.

This incident has not been reported to the appropriate regulatory bodies.

Please complete this form and fax to the attention of Jenifer Sesumichael, fax number 028 94 452912, to
confirm this action has been carried out.

Jenifer Sesumichael
Technical Support Specialist
Randox Laboratories Ltd,
55 Diamond Road,

Crumlin,

Co. Antrim,

United Kingdom,

BT29 4QY

Tel: +44 (0) 28 9445 1070, Fax: +44 (0) 28 9445 2912
E-Mail: Jenifer.Sesumichael@randox.com, Website: www.randox.com

FORM NO. 6307-TS
REVISION (3)
08 August 2012



RAND®X

IMPORTANT NOTICE

BM1362 Beta 2 Microglobulin Calibrator

061BM

Beta 2 Microglobulin Calibrator values have been revised, please use the values listed below.

Analyte Target
mg/L g/L
Beta 2 Microglobulin 11.36 0.011
Authorised by: Stephen Anderson Ref: 98/15149

Technical Support Team Leader

Date: 28-Feb-14

FORM NO. 8373-GP
REVISION (1)
6™ October 2011

Page 1 of 1




RANDOX

URGENT FIELD SAFETY NOTICE

PRODUCT AFFECTED: BM1362

QUERY REFERENCE NUMBER: 98/15149

INSTRUMENT /UNIT: IFU

DOCUMENT NAME: 055BM

ISSUED TO:

DATE ISSUED:

RECEIVED:

DATE:

We have become aware that the Instruction for use for the above catalogue number BM1362-055BM is
incorrect. Please update stock with correct IFU and circulate the revised IFU to all affected customers.

This incident has not been reported to the appropriate regulatory bodies.

Please complete this form and fax to the attention of Jenifer Sesumichael, fax number 028 94 452912, to
confirm this action has been carried out.

Jenifer Sesumichael
Technical Support Specialist
Randox Laboratories Ltd,
55 Diamond Road,

Crumlin,

Co. Antrim,

United Kingdom,

BT29 4QY

Tel: +44 (0) 28 9445 1070, Fax: +44 (0) 28 9445 2912
E-Mail: Jenifer.Sesumichael@randox.com, Website: www.randox.com

FORM NO. 6307-TS
REVISION (3)
08 August 2012



RAND®X

IMPORTANT NOTICE

BM1362 Beta 2 Microglobulin Calibrator

055BM

Beta 2 Microglobulin Calibrator values have been revised, please use the values listed below.

Analyte Target
mg/L g/L
Beta 2 Microglobulin 11.36 0.011
Authorised by: Stephen Anderson Ref: 98/15149

Technical Support Team Leader

Date: 28-Feb-14

FORM NO. 8373-GP
REVISION (1)
6™ October 2011

Page 1 of 1




